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REMARKS 

Upon entering the above amendment claims 1-2, 11, 13 and 19- 
20 are pending in the present application. Applicants have 
amended claim 1 by inserting the subject matter of claim 3- 
Applicants have made claim 11 dependent of claim 1. Applicants 
have canceled claims; however, Applicants reserve the right to 
file Divisional Applications concerning non-elected subject 
matter and Continuation Application for all other subject matter. 
Claim 1 is an independent claim. Applicants have not raised any 
issue of new matter. 

Applicants wish to thank the Examiner for the Interview of 
November 15, 2004. Applicants' representative feels that much 
• was gained by the meeting. Applicants believe the previous 
amendments are consistent with the discussion of November 15, 
2004. 



Issue under 3b v.S.c. §112, S econd Para graph 

Claims 1-3, 11, 13, 1, 16, 16, 18-20, 23 and 24 stand 
rejected under 35 u.S.C §112, second paragraph as allegedly 
being indefinite. The Examiner has identified the terms 
immunoreactive, antigen Lie determinants and molecular weight as 
being used in an indefinite manner. 

Applicants have amended the claims in a manner to address 
the examiner's concerns. Applicants respectfully request 
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Ithdrawal of the 



KttomV DocKet *>. I/9SW0-U8/D1 
35 o.s.C. S1U, second paragraph rejection. 



r.,sue snS^JSJUS^tlil^^ ***** 

— 3. ». » - " — - 5acted undet 35 - £ r« 

fir . t pars,raph. because «. ^ ^ '""^ 

p^id. an -blin, ai.c3o.ur. for any fra gm e„t of the -iated 
proviae a rejection. 

r^m-Lner has maintained the same 
protein. The Examiner 

Applicants traverse thJ* assertion. 

As stated in the interview o* 15. 2004, Wlxce-f 

asse . t that the specification clearly enables an isolated 37*d 
prot ein ^ Bi-ria acervalina consign, of the a.ino acid 

t- forth in SEO TD SO--.2 and a vaccine containing the 
sequence set foitn in sty 

37kd protein. 

Applicants »ave disclosed the infection that a ^ le d 
ortia .,„ would need to understand how to locate, isdate or 
.ynth..!,. and use immunogenic determinant by tndic.tin, this » 
done by Kyte-DooHttle plot., by Hopp-woods plot, -d by surface- 
exposure plots of the Ei-ria L DH. Pro.* of the emotivity of 
usin, such tool, was provided pointing to ,.hc paper by Maraal.t 
at al (J9S7, J- ot Mmunol . , vol. 138. p. 22U-2229. 

Applicants respectfully sub„ittcd the publication by SOaap 
« al (2004, Parasitology, vol. 128, p. 603-616,. This Journal 
article was published after the priority date of the application. 
Schaap et al. describes the clonin, and the sequences of LDH' s 
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from the Eimeria species acervulina, tenella and maxima. 

Applicants respectfully assert that the previously presented 
claims were enabled and would not lead to an undue burden of 
experimentation. However, to expedite prosecution, Applicants 
have amended the claims as agreed during the November 15, 2004 
interview. Therefore, Applicants respectfully request withdrawal 
of the 35 U.S. §112, first paragraph rejection. 



Issue Under 35 U.S.C. §l02( b) 

Claims 1-3, 11. 13, 16-20, 23-24 and 26 stand rejected under 
35 U.S.C. §102 (b) as being anticipated by Shirley (Parasitology, 
71:369-376, .1.975). Applicants asserL that patentable distinction 
exists between the cited prior art and the present invention. 

Distinct i on Betwee n Lhe Pre sent invent J on and Shirley 

As presented in a previous response, Shirley allegedly 
discloses lactate dehydrogenase enzyme from E. acervulina. 
Shirley discloses a biochemical characterization of crude samples 
from Eimeria sporozoites, merozoites and oocysts. The 
characterization applied is starch-gel electrophoresis and 

substrate incubation. 

The Examiner maintains an inherency argument that the 
isolated protein of the present invention is present within the 
mixture disclosed. Furthermore, the Examiner maintains that the 
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vaccine claim is an intended use of the enzyme. 

Shirley fails to disclose or suggest a protein expressed in 
vitro, comprising an isolated protein found intracell ularly in 
iSimaria and is represented by the amino acid sequence shown in 
SEQ ID NO: 2 and a vaccine for the protection of poultry against 
Coccidiosis comprising an effective amount of an isolated protein 

as described above. 

Shirley, at best, discloses a native intact Eimeria LDH 
protein. Shirley never mentions using these proteins as 



vaccines 
A 



vaccine claims can be clearly patentable, it its novel, 
even if the protein itself is anticipated. Shirley fails to 
discuss a vaccine; thus, Shirley fails to anticipate a "vaccine" 
claim. 

Shirley fails to disclose each element of the present 
invention as set forth in the claims. 

Applicants respectfully request withdrawal of the 35 u.S.C. 

§102{b) . 



Is sue under 35 U.S.C. § 102 (b± 

Claims 1-3, 16-18 and 23 stand rejected under 35 U.S.C. 
§102 (b) as being anticipated by Kuccra (Folia Parasitology 
36(4)t295-299). Applicants assert that patentable distinction 
exists between the cited prior art and the present invention. 
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Distinction Betwe^th^es^ 

As presented in an earlier response. Kucera allegedly 
discloses lactate dehydrogenase enzyme from F. . acervulina. 
Kucera discloses methods for performing techniques of Shirley 
(see above) with a certain type of electrophoresis equipment. 
Homogenized Eimeria oocysts are used. 

The Examiner maintains an inherency argument that the 
isolated protein ot the present invention is present within the 
mixture disclosed. Furthermore, the Examiner maintains that the 
vaccine claim is an intended use ot the enzyme. 

Kncera f a.i Is to disclose or suggest a protein expressed 
in vitro, comprising an isolated protein found i ntracellularly in 
Binoria and 1b represented by the amino acid sequence shown in 
SEQ ID NO: 2 and a vaccine for the protection of poul try against 
Coccidiosis comprising an effective amount of an isolated protein 
as described above. 

Kucera, at best, discloses a native intact Siberia LDH 
protein. Kucera never mentions using these proteins as vaccines. 

Again, Applicants respectfully assert that Kucera cannot 
anticipate a "vaccine" claim. 

Kucera fails to disclose each clement of the present 
invention as set forth in the claims. 

Applicants respectfully request withdrawal of the 35 U.S.C. 

§102(b) . 
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i 7 16-] 8 and 1$ s^a^ j 
il0 2,b) » b.i«9 «t.=xp»«S by toplio » nts 



iQqi Applicants 
Medical Science, 5 3(6) :1 1^ 1991 " PP 

veterinary Medical Mi . t , between the cited prior 

aSSCr t that patentable di-tinot^on e*-ts 
art and the present invention. 



* *n fho Present inv e ntion_and_NaJc^"^- et_aJ_.. 

fii^USn Jf£Wfia.£fiS-^ fc — allegedly discloses 

A „ previously presented, Nakemura ei al. alleged. y 

lactate dehydrogenase enzyme from B. acervui. 

^ ctarrh-oel electrophoresis, and uses 
discloses Eimeria enzyme starch gcJ 

enzymes —pies from sporulated oocysts. 

The laminar maintain, an inherency argument that 

eclated protein of the present invention is present within the 

■t-virt Fvaminer maintains that the 
mixture disclosed. Fur i.hcrmorc, the Examiner 

vaccine claim io an intended use of the enzyme. 

„ak»mura et al. fails to disclose or suggest a protexn 
expressed in vitro. composing an isolated protein found 
intracellulars in Eineria and is represented by the amino acid 
sequence shown in SEQ ID .0:2 and a vaccine for the protection of 
poultry against Coccidiosis comprising an effective amount of an 
isolated protein as described above. 

«. at best discloses a native intact Eimeria 

Nakamura et al. , a I oesr, 
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LDH protein. Nakamura ct al. never mentions using these proteins 
as vaccines. 

Again, Applicants respectfully asserts that Nakamura ct al. 
fails to anticipate a "vaccine" claim. 

Nakamura et al . fails to disclose each element, of the 
present invention as set forth in the claims. 

Applicants respectfully request withdrawal of the 35 U-S.C. 
5102(b) , 

Conclusi on 

All the stated grounds of the rejections have been properly 
traversed, accommodated or rendered moot. Applicants respectfully 
submit that the present application is in condition for allowance. 

Tf the Examiner believes for any reason that personal 
communication will expedite prosecution of this application, the 
Examiner is invited to telephone the undersigned at (302) 934- 
4 395, in Millsboro, Delaware* 

Pursuant to 37 C.F.R. §§1-17 and 1.136(a), Applicants 
respectfully petitions for a two month extension of time for 
filing a response in connection with the present application and 
the Commissioner is hereby authorized to charge the required fee 
of $420 to Deposit Account No. 02-2334- 

If necessary, the Commissioner is hereby authorized in this, 
concurrent, and further replies, to charye payment or credit any 
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overpayment to Deposit Account No. 02-2334 for any additional 
fees required under 3 7 C.F.R. §1.16 or under 37 C.F.R. §1.17; 
particularly extension of time* fees. 



Akzo Nobel Phax~ma Patent Dept. 

P.O. Box 318 

29160 Intervet Lane 

Millsboro, DE 19966 

Tel: (302) 933-4034 

Fax: (302) 934-4305 



Respectfully submitted , 




Attorney for Applicants 
Registration No. 45,825 



MWM 
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